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DETAILED ACTION 
Election/Restrictions 

1. Applicant's election of Group I, claims 1-8 and 18 in the response to restriction 
requirement and amendment filed October 9, 2009 is acknowledged. Because applicant did not 
distinctly and specifically point out the supposed errors in the restriction requirement, the 
election has been treated as an election without traverse (MPEP § 818.03(a)). Claims 10, 11, 13, 
14 and 16-17 are directed to non-elected species and withdrawn from consideration. Therefore, 
claims 1-8 and 18 are examined. 

Informalities 

The disclosure is objected to because of the following informalities: 

2. The specification recites the amino acid sequence of LRTRKRGRKLRTRKRGRK (GIN 
16) as SEQ ID N0:2, at page 5, However, it also indicates RLTRKRGLKRLTRKRGLK is SEQ 
ID N0:2 at page 7 and in the Sequence Listing. Appropriate correction is required. Applicant 
must comply with the requirements of sequence rules (37 CFR 1.821-1.825) to include all the 
sequences in the Sequence Listing. 

3. The specification recites amino acid sequences in Table 1 at page 8 without providing the 
sequence Identifier "SEQ ID NO:". If the amino acid sequence is part of the peptide sequence 
having "SEQ ID NO:Z", then the amino acid sequence can be indicated as residues x to y of 
SEQ ID NO:Z. Appropriate correction is required. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useflil process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 
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4. Claims 1-7 and 18 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. The claim is directed to a polypeptide, derivative or 
analog thereof. As written, the claim does not explicitly indicate the hand of man. Insertion of 
"isolated or purified" in connection with the polypeptide is suggested. See MPEP § 2105. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5. Claims 1-8 and 18 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

Claims 1-8 and 18 are directed to a polypeptide, derivative or analogue thereof, 
comprising a tandem repeat of apolipoprotein B or a truncation thereof, characterized in that the 
tandem repeat or truncation thereof is derived from an HSPG receptor binding region of 
apolipoprotein B; and a composition comprising the polypeptide, derivative or analogue thereof 

In University of California v. Eli Lilly & Co., 43 USPQ2d 1938, the Court of Appeals for 

the Federal Circuit has held that "A written description of an invention involving a chemical 
genus, like a description of a chemical species, 'requires a precise definition, such as by structure, 
formula, [or] chemical name,' of the claimed subject matter sufficient to distinguish it from other 



Application/Control Number: 10/580,984 Page 4 

Art Unit: 1656 

materials". As indicated in MPEP § 2163, the written description requirement for a claimed 
genus may be satisfied through sufficient description of a representative number of species by 
actual reduction to practice, reduction to drawings, or by disclosure of relevant, identifying 
characteristics, i.e., structure or other physical and/or chemical properties, by functional 
characteristics coupled with a known or disclosed correlation between fimction and structure, or 
by a combination of such identifying characteristics, sufficient to show that Applicant was in 
possession of the claimed genus. In addition, MPEP § 2163 states that a representative number of 
species means that the species which are adequately described are representative of the entire 
genus. Thus, when there is substantial variation within the genus, one must describe a sufficient 
variety of species to reflect the variation within the genus. 

While the specification discloses that GIN 16 (SEQ ID N0;2) has antiviral effect against 
HSVl and some peptides comprising a tandem repeat from an HSPG receptor binding region of 
apolipoprotein B exhibit antiviral properties (pages 5-6, 1 1-12), the specification does not 
disclose a genus of variants for polypeptides, derivatives or analogues comprising a tandem 
repeat of apolipoprotein B or a truncation thereof, where the tandem repeat or truncation thereof 
is derived from an HSPG receptor binding of apolipoprotein B, and the fiinctions of the peptide 
variants are not defined. The specification does not sufficiently describe the whole genus of 
peptide variants when there is substantial structural variation within the genus with no defined 
function. Several species of antiviral peptides (listed on pages 1 1-12) do not provide sufficient 
written description for the whole genus of peptide variants derived from an HSPG receptor 
binding of apolipoprotein B, but with no defined function. Without guidance on structure to 
fimction/activify of various peptides derived from an HSPG receptor binding of apolipoprotein 
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B, one skilled in the art would not readily identify a functional peptide. The lack of a structure to 
function/activity relationship for the peptides derived from an HSPG receptor binding of 
apolipoprotein B, and the lack of representative species as encompassed by the claims, applicants 
have failed to sufficiently describe the claimed invention, in such full, clear, concise terms that a 
skilled artisan would not recognize applicants were in possession of the claimed invention. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

6. Claims 1-8 and 18 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

7. Claims 1-8 and 18 are indefinite because of the use of the term "derivative" or "derived 
from". The term cited renders the claim indefinite, it is not clear what structure the derivative 
has and how different the derivative is from its parent compound. The claims are also indefinite 
as to the term "HSPG", it is not clear what the term means. Claims 2-8 and 18 are included in 
the rejection because they dependent on a rejected claim and do not correct the deficiency of the 
claim from which they depend. Use the term "obtained from" or "from" instead of "derived 
from" is suggested. A fiiUy spelled word should be indicated for the term "HSPG". 

8. Claim 3 is indefinite because the claim recites a term "apoB335 9-3367" without 
providing the reference sequence, it is not clear what sequence these residues refer to. 
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9. Claim 7 recites the amino acid sequence of LRTRKRGRKLRTRKRGRK (GIN 1 6) as 
SEQ ID N0:2, However, the Sequence Listing indicates RLTRKRGLKRLTRKRGLK is SEQ 
ID N0:2. Thus, it is not clear which sequence is SEQ ID N0:2. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of appUcation for patent in the United States. 

10. Claims 1-4 and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by Lunec et al. 
(WO 98/42751). 

Lunec et al. teach a molecule having the sequence of RLTRKRGLKLA or a partially 
modified form thereof or analog thereof inhibits uptake by the high affinity LDL receptor of 
LDL, and the sequence is residues 3359-3369 of apoprotein B 100 (the paragraph bridging pages 
2 and 3), where the sequence of RLTRXRGLKLA comprises the instant SEQ ID N0:1, 
RLTRKRGLK (claims 1-4). Lunec et al. also teach a composition comprising the molecule and 
a pharmaceutically acceptable carrier (page 4, the fourth paragraph; claim 8). 

Conclusion 

1 1 . No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chih-Min Kam whose telephone number is (571) 272-0948. The 
examiner can normally be reached on 8.00-4:30, Mon-Fri. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang can be reached at 571-272-081 1. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Elecfronic Business Center (EBC) at 866-217-9197 (toll-free). 



/Chih-Min Kam/ 

Primary Examiner, Art Unit 1656 
CMK 

December 16, 2009 



